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Lisa Schaffer,PhD DearRepresentativeBecerra:
Treasurer
Directors I amwriting in referenceto your recentlyintroducedbill, theGenomicResearch
Gerald Feldman,MD, PhD
Clinical (ienetics andAccessibilityAct. TheAmericanCollegeof MedicalGenetics(ACMG)
LouaoneHudgins,~ appreciatesthat you haveacknowledgedourpositionwith regardto thepatenting
Clinical Genetics ofgenesequencesin your bill. TheACMG is theprofessionalorganizationthat
JamesP. Evans, MD, PhD representstheboardcertifiedMedical Geneticslaboratoryandclinical service
Editor-in-Chief, providersin theUS. TheACMG believesfirmly that genesequencesarenaturally
Geneticsin Medicine occurringsubstancesfor whichpatentsshouldnot be awarded.In addition,
Rick Martin, MS, MD however,wehavesignificant concernsaboutthemanygeneand genemutation
Clinical Genetics

sequencepatentsthatalreadyexistandwhich arebeingenforcedagainstthose
SusanP. Pauker,MD
Clinical Genetics usingtheinformationfor research,clinical investigation,andfor thedeliveryof

diagnostictests. We acknowledgetheimportanceof intellectualproperty
ThomasW. Prior, PhD
Molecular Genetics protectionswith regardto thedevelopmentoftherapeuticsbuthaveseenlittle IP-

relatedincentiveto clinical researchorto thedevelopmentofdiagnostictestingSueRichards,PhD
MolecularGenetics devicesandproducts.Rather,the impactofcurrentIP policieshasbeendecidedly
PieroRinaldo,MD, PhD negative.
Biochemical Genetics Director

RobertSaul,MD At this point in time, a significantproportionofthehumangenomesequencehas
Clinical Genetics beenpatentedandnumerousunreasonablelicensingpracticeshavetriggeredthe
Lisa G. Shaffer,PhD publicsnegativeview of patentinghumangenes.An exemptionfor diagnostic
Cytogeneti cs

testingwould addressthis importantproblem.It is alsousefulto appreciatethatat
ElaineB. 5pector,PhD
MolecularGenetics least95%ofthenearly1,000genetictestscurrentlyofferedarefor rarediseases.

Inherentin rarediseasesis thefact that thesmall numberofpatientsavailableMarc S. Williams, MD
Clinical Genetics limits thestatisticalpowerthat is critical for documentingtheirvalidity andutility
DaynnaJ.Wolff, PhD to thesamedegreeas is possiblewith testsfor morecommondiseases.In the
Cytogenetics absenceoforphandiseaseconsiderationsthataredesignedto ensureaccessto
Liaison suchtestsandwell-recognizedunderFDA practices,thesetestscanremainin a
R. Rodney Flowell,MD clinical investigationstagefor manyyears. It would notbe useful if thesetests
President, ACMG Foundation

werenotopento theclinical communityfor continuousimprovement.Hence,a
Legal Counsel
Lynn D. Fleisher,PhD,JD researchexemptionthatensuresthatabroadrangeof investigatorsareableto
ExecutiveOffice accessgenomicsequencesand,thereby,participatein theongoingdevelopment
Michael 5. Watson, PhD andimprovementof genetictestswould be beneficial.
ExecutiveI)irector



We appreciateyourwillingnessto seekwaysofensuringthatthefruits ofthehumangenomeproject
remainaccessibleto the public. If we canbe of additionalassistanceas you moveforwardwith your
legislation,pleasefeel free to contactme.

Sincerely,

Michael S. Watson,PhD, FACMG
ExecutiveDirector, ACMG
Director,NationalCoordinatingCenterfor Regional

GeneticsandNewbornScreeningCollaboratives
AdjunctProfessorof Pediatrics,WashingtonUniversity


